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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 12 October 2004 . 
2a)D This action is FINAL. 2b)[3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-5,7.10-25.55.57.58,61-69.77-80.84.85 and 98-119 is/are pending in the application. 

4a) Of the above claim(s) 1 9. 20. 62-69. 77-80. 84. 85 and 98-114 is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) |EI Claim(s) 1-5.7.10-18.21-25.55,57.58.61 and 115-119 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 3 7 CFR 1 . 1 1 4, and the fee set forth in 3 7 CFR 1 . 1 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on October 12, 2004 has been entered. 

Claim Rejections 35 U.S.C. 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. Claim 7 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 
Claim 7 recites "comprising an amount of calcium cation capable of inhibiting mean cumulative 
skin irritation attributed to said irritant ingredient in a susceptible human population by at least 
about 20% up topical application of said composition." However, the application fails to provide 
a proper written description for quantitative determination of mean cumulative irritation as 
required in this claim. 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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5. Claim 7 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

6. Claim 7 recites "comprising an amount of calcium cation capable of inhibiting mean 
cumulative skin irritation attributed to said irritant ingredient in a susceptible human population 
by at least about 20% up topical application of said composition." However, the specification or 
the claims fails to provide a clear standard as to the degree of inhibiting mean cumulative skin 
irritation, and the mean to determine it. The claim is indefinite as to the degree of inhibiting and 
the amount of calcium cation required in the claimed composition. 

Claim Rejections 35 U.S.C. 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) do not apply to the examination of this application as the application being examined 
was not (1) filed on or after November 29, 2000, or (2) voluntarily published under 35 U.S.C. 
122(b). Therefore, this application is examined under 35 U.S.C. 102(e) prior to the amendment 
by the AIPA (pre- AIPA 35 U.S.C. 102(e)). 
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2. Claims 1-5,7, 10, 12,22,24, 116-119 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Daggy et al. (5,422,101). 

Daggy teaches a composition comprising 0.1 to 50% of one of the salts, including 
calcium chloride, calcium sulfate, calcium citrate malate, and 0.1 to 10% of acid, including 
ascorbic acid, malic acid, tartaric acid. See, particularly, col 6, lines 27-39, and the claims. As 
to the limitation "topical composition," in claim 1, and cosmetic composition in claim 10, note it 
is well settled that the "intended use" of a product or composition will not further limit claims 
drawn to a product or composition. See, e.g., In re Hack 1 14 USPQ 161 . 

3. Claims 1-3, 12, 22 are rejected under 35 U.S.C. 102(e) as being anticipated by Ito et al 
(U.S. Patent 5,709,849). 

4. Ito teaches a cosmetic composition comprising 0.0001 to 5% bivalent metal salts of 
organic carboxylic acids selected from the group of calcium salt, magnesium salts of aspartic 
acid, glutamic acid, pyrrolidone-carboxylic acid, lactic acid and citric acid. See, the entire 
document, particularly, the claims. 

Claim Rejections 35 U.S.C.§ 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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6. Claims 1-5, 7, 10, 12, 22, 24, 116-119 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Daggy et al. (5,422,101). 

Daggy teaches a composition comprising 0.1 to 50% of one of the salts, including 
calcium chloride, calcium sulfate, calcium citrate malate, and 0.1 to 10% of acid, including 
ascorbic acid, malic acid, tartaric acid. See, particularly, col. 6, lines 27-39, and the claims. As 
to the limitation "topical composition," in claim 1„ and cosmetic composition in claim 10, note it 
is well settled that the "intended use" of a product or composition will not further limit claims 
drawn to a product or composition. See, e.g., In re Hack 114 USPQ 161 . 

7. Daddy et al. do not teaches expressly the particular amounts of metal salts herein. 
However, since the amounts herein employed is falls within the range disclosed by Ito, it 

would have been prima facie obvious to a person of ordinary skill in the art, at the time the 
claimed the invention was made, to make a composition with the amounts of metal salts being 
within the range taught by Daggy et al. 

8. Claims 1-3, 12, 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ito et 
al (U.S. Patent 5,709,849). 

9. Ito teaches a cosmetic composition comprising 0.0001 to 5% bivalent metal salts of 
organic carboxylic acids selected from the group of calcium salt, magnesium salts of aspartic 
acid, glutamic acid, pyrrolidone-carboxylic acid, lactic acid and citric acid. See, the entire 
document, particularly, the claims. 

10. Ito et al. do not teaches expressly the particular amounts of metal salts herein. 
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However, since the amounts herein employed is falls within the range disclosed by Ito, it 
would have been prima facie obvious to a person of ordinary skill in the art, at the time the 
claimed the invention was made, to make a composition with the amounts of metal salts being 
within the range taught by Ito et al. 

11. Claims 1-5, 7, 10-18, 21-25, 55, 57, 58, 61, and 115-119 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Mishima (5,262153, IDS) in view of Ito (U.S. Patent 
5,709,849), Giddey et al. (U.S. Patent 5,053,219), Cook et al. (U.S. Patent 2,719,81 1) and 
Henderson (U.S. Patent 5,296,476). 

12. Mishima et al. teaches a cosmetic composition comprising mixture of lactic acid and 
lactate of alkali metal, or alkaline metal with a pH in the range of 2.5-9, wherein the amount of 
lactic acid and lactate is at least 5% by weight. See, particularly the claims. Calcium lactate is 
exemplified. See the examples. 

13. Mishima et al does not teach expressly the employment of calcium, or the particular 
amount of the calcium, organic acid, or the particular pH, or the counter anion, or the other 
known cosmetic ingredients herein. 

14. However, Cook et al. teaches that calcium metal with hydroxyl acids are known to be 
beneficial for skin. See, particularly, column 2, lines 30-40, lines 63-72, and claims 4-5. 
Henderson teaches that calcium citrate is particularly useful with salicylic acid in topical 
application. See, particularly the claims. Ito also teaches the usefulness of organic salts of 
calcium in cosmetic products. See, particularly, the abstract, and the claims. The organic salt 
may be produced in situ, i.e., employing an inorganic calcium salt (e.g., calcium chloride) and an 
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organic acid in the cosmetic composition, see, the entire document, particularly, the examples 
and the claims. Giddey et al. teaches cosmetic composition having an organic acid (0.5-4% by 
weight) and calcium cation (0.1-1%, by weight), see the claims. 

Therefore, it would have been prima facie obvious to a person of ordinary skill in the art, 
at the time the claimed the invention was made, to employ calcium lactate in the cosmetic 
composition with lactic acid, in the amount herein define, and with the pH herein. 

A person of ordinary skill in the art would have been motivated to employ calcium lactate 
in the cosmetic composition with lactic acid, in the amount herein define, and with the pH herein 
because calcium with hydroxyl acid are particularly known to be beneficial for skin. Further, A 
person of ordinary skill in the art would have been motivated to employ calcium as the divalent 
metal in cosmetic composition, wherein a hydroxyl acid is required because calcium with 
organic acid are known to provide benefit to skin, and calcium cation is particularly known to be 
useful in some cosmetic product. The employment of other well-known cosmetic or topical 
ingredients, such as sulfate, nitrate, second anti-irritant agent, steroid, etc, in the topical 
composition is considered obvious and is with the skill of artisan. Further, optimization within 
the range disclosed by prior art is obvious and is considered within the skill of artisan. 
1. Regarding the functional limitation of the claimed composition, i.e., note it is well settled 
patent law that mode of action elucidation does not impart patentable moment to otherwise old 
and obvious subject matter. Applicant's attention is directed to In re Swinehait (169 USPQ 226 
at 229) where the Court of Customs and Patent Appeals stated "is elementary that the mere 
recitation of a newly discovered function or property, inherently possessed by thing in the prior 
art, does not cause a claim drawn to those things to distinguish over the prior art." In the instant 
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invention, the claims are directed to the ultimate utility set forth in the prior art, albeit distanced 
by various functional limitations. The ultimate utility for the claimed combination of organic 
acid and calcium is old and well known rendering the claimed subject matter obvious to the 
skilled artisan. It would follow therefore that the instant claims are properly rejected under 35 
USC 103. 

Response to the Arguments 

Applicants' amendments and remarks submitted October 12, 2004 have been fully 
considered, but are not persuasive. 

As to the argument of Ito et al. note, Ito et al expressly teach pyrrolidone-carboxylic acid, 
lactic acid and citric acid, and calcium up to 5%. Further, as to the amounts of calcium, note, 
claims herein do not need the complete suppression of irritation. Any amount of calcium would 
reasonable provide some inhibiting effect. 

2. In response to applicant's argument that the examiner has combined an excessive number 
of references, reliance on a large number of references in a rejection does not, without more, 
weigh against the obviousness of the claimed invention. See In re Gorman, 933 F.2d 982, 18 
USPQ2d 1885 (Fed. Cir. 1991). 

15. In response to applicant's argument that there is no suggestion to combine the references, 
the examiner recognizes that obviousness can only be established by combining or modifying the 
teachings of the prior art to produce the claimed invention where there is some teaching, 
suggestion, or motivation to do so found either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071, 5 
USPQ2d 1596 (Fed. Cir. 1988) and/« re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 
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1992). In this case, the teaching, suggestion and motivation are found both in the cited 
references and in the knowledge generally available to one of ordinary skill in the art. The claims 
are directed to a composition comprising a substantially amounts of organic acid and calcium 
compounds. Mishima et al. teaches a cosmetic composition comprising mixture of lactic acid and 
lactate of alkali metal, or alkaline metal with a pH in the range of 2.5-9, wherein the amount of 
lactic acid and lactate is at least 5% by weight. See, particularly the claims. Calcium lactate is 
exemplified. See the examples. Therefore, Mishima et al. teaches a broad scope that encompass 
(calcium, as metal ion), or overlap (organic acid, pH, anionic ions) with claimed invention. Cook 
et al. further teaches that calcium metal with hydroxyl acids are known to be beneficial for skin, 
and provide motivation to employ calcium as the metal ion in the composition Mishima et al. 
Henderson teaches that calcium citrate are particularly useful with salicylic acid in topical 
application, and provide further motivation to employ calcium in topical composition, wherein 
salicylic acid present. Ito also teaches the usefulness of organic acid salts of calcium in cosmetic 
products. See, particularly, the abstract, and the claims. The organic salt may be produced in situ, 
i.e., employing an inorganic calcium salt (e.g., calcium chloride) and an organic acid in the 
cosmetic composition. Giddey et al. teaches cosmetic composition having an organic acid (0.5- 
4% by weight) and calcium cation (0.1-1%, by weight). The teachings provided by Ito and 
Gaddy fairly suggest that it is beneficial to combine calcium with organic acids. Taking the cited 
references as a whole, the combination of organic acids with calcium in a topical or cosmetic 
composition would have been obvious. 

16. The references may not state expressly that the compositions taught or suggested therein 
are without irritating. However, one of ordinary skill in the art should understand that "without 
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irritating" is an essential requirement for cosmetic or topical composition. Therefore, it would 
have been reasonable expected that the compositions taught or suggested by the references 
would be without irritating effect. Further more, "[a]s long as some motivation or suggestion to 
combine the references is provided by the prior art taken as whole, the law does not require that 
the references be combined for the reasons contemplated by inventor." In re Beattie 974 F.2d at 
1312 (Fed. Cir. 1992). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shengjun Wang whose telephone number is (571) 272-0632. The 
examiner can normally be reached on Monday to Friday from 7:00 am to 3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examinees 
supervisor, Sreeni Padmanabhan, can be reached on (571) 272-0629. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Shengjun Wang 
Primary Examiner 
Art Unit 1617 



